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Sir: 



Z, Michael Lewinsld, Ph J), hereby declare as follows: 



1 . I was educated in the biomedical sciences at California Lutheran 
Universily where I received a B.S. degree and 1 received a M.S. degree fiom California State 
University, Notthridge. I attended University of California, Los Angeles in the School of 
Medicine where I received a PIlD degree in Microbiology and fimnunology. 

2. I was a postdoctoral fellow in CImical and Public Health Microbiology at 
UCLA. For the 12 yeai$, I have held various scientific positions at MRL Reference Laboratory 
(Focus Technologies, Inc) and Quest Diagnostics. I have been a laboratory director at Quest 
Diagnostics Nichols Listitute since Octob^ of 1997. 

3. 3h total, I hacve worked more than 12 years in the field of nucleic acid 
diagnostic assays for infectious diseases. 1 am the auflior or co-aufhor of over 30 published 
scientific articles and abstracts in this field. A brief summaiy of my accomplishments and a 
recent copy of my Cuniculum Vitae is attached as APPENDIX 1. 
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4. I am an inventor ofthe above identified patent application. I 
understand that the Exammer has rejected the claims as being obvioi2s over a combination of 
prior art references. According to the Examiner, it would be obvious to take various features 
from these references and combine them to obtain flie claimed invention and tiiat there would 
have been a reasonable expectation of success in achieving the combination. The Examiner 
bases this conchision on the belief that because the entire sequence of HCV is known, it would 
require nothing more than ordinary skill to develop an HCV assay using any particular primer or 
probe sequence that can bo derived fiom the HCV genome. la my opinion, this rationale is 
flawed. My own experieDce fiam 12 years of assay development and from others who have 
published in this field leads me to conclude that the quahty of a nucleic add based assay is very 
much d^endeut on the particular primers and probe sequences chosen and that there is no way 
to know in advance that any particular sequences would be effective. 

5 , Exemplary of my experience is a publication by Wang et at , 
BioTechniques 17: 82-87 (1994) (akeady of record), which teaches the importance of particular 
primer pairs in the. sensitivity of detecting target nucleic acids in PGR. Wang et al. teaches that 
primers that differ even "slightly" in position can exhibit 100- to 1000-fold differences in 
amplification sensitivity. Wang et al. describes dramafe differences in sensitivity usmg different 
primer combinations. As stated by Wang et al.: 

Our results suggest that primers are decisive for the sensitivrty 
of PGR, and that there is no reiiabJd means to predict the 
sensitivity achieved by a given primer pair. Some primer pairs, 
which have been designed taking into account the basic rules, 
do not worlc as efficiently as expected. An extensh^e search 
for optima] reaction protocol may be unfruitful with these 
primers. 

Wang et al., page 85, paragraph 5 (emphasis added in bold). I am familiar with tiiis uncertainly 
in prior pair selection reported by Wang et al. as are otiiers in my field. In addition, I have not 
found any reliable means to predict with reasonable certainty which primer pairs can be 
successfully employed in flie detection of a given target nucleic add. 

6 . Furthermore, it is my experience tiiat TaqMan assays are more complex 
tiian standard PGR assays because tiie primers and tiie probe in a TaqMan format must be able to 
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octccdedfi^mttepriroers. Tbc probe to «and«dPCR fa wHod after the PGR lu« been 
c«Bj>)eud«id«npUcoiisgpa«8ted. Becanscoftte more stringent y/orkmgreq™ents, 
pri™,«s pain <md probes that work acceptably in standard PGR are mort Utely to feU or 
perfonnpoorlyinthcTeqManfonnat I cc»cludc fiomthi,thalih«^ Wdnottavebecna 
reasonable expectation of succcas for oombfaing the probes rfR«mcketaL and the probe of 
MicWnoiietal..1x«hfiom*rtand«dPCR assays. 
dsscribed in Kloiber «t al as asSMted by the Bxaminet. 

I hereby declaie ihirt aU 8talw»«ts made herein of my own knowledge we true and thai 
aU stents inadeoninfotttiation or beUrfare believed to be true: a«dfi^ 
statementsatemade^theWIedsethatwillfiilfelsertatenwteandttelikeso^ 
pw^isbable by fine or iiiiprisonment. orboth.u«derSe«5on 1001 of Txflc 18 of the United States 
■ code.andlh«suchvrtllfaftlsostntemenisn«yjeo^ 
application or any patent issued tfjBieflwnL 

-I^r " ' Michael Lewinsfek^h-D. 

Quest Diagnostics, I».c. 
33608 Ortega Highway 
Saa Juan Cqjistrano, CA 92675 
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611 Via Umlmao 
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Michael A. Levvinski, Ph.D^ D(ABMM) 



Date of Birth 
PIttBitt of Birth 
dtbsnsMp 



March 4, 1957 
Detrort, Michigan 
United States of America 
Married, three children 



1990-1992 



UCLA Medical Center 
I Fellow 



Los Angeles, CA 



■ American Academy of Microbiology: Continuing Postdoctoral Education 
Program in Medical and Public Health Laboratory Microbiology. 

■ Clinical roiations: UCLA Medical Center, West Los Angeies Veterans 
Admmrstrafion Hospital and Los Angeles County Put}lic Health Laboratories. 



1986-1990 



UCLA School of Medicine 
MIc 



1980 - 1985 California State University. Northridge 

Matter of ScMiCA, Biology <M^|or MIcffMilolosy) 



Los Angeles, CA 



Northridge. CA 



197S - 1979 Cafifomla Lutheran University Thousand Oaks. CA 
BaoMorof Setencttk Biology 

Dlplomate, American Board of Medical MIcroblotogy, July 1. 2001 (922) 

Clinical Microbtologl&t Scientist California (MTE670) 

Clinical Laboratory SpedaTist, Mofecular Biology (NCA) 

CertifTcate of Qualification: Laboratory Director of Bacteriotogy, Diagnostic 
Immunology, Mycobacteriology, Mycology, Parasitology, and Virology. New York 
State Depar^nent of Health. 
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1 997 - Present Quest Diagnostics. Inc. San Ju an Capistrano. CA 
ScSo ittffic DiredoTf IniBCtiouD Wpmiws 

■ Responsible for the cfinical mtorobfology. virology, molecular microbiology, and 
serology services In a reference laboFStory spe^eing In esoteric tests. 

■ Responsible for the research, development, and validation of new procedures 
and tests. 

■ Assistant MefficalDiieotar of Record Jnfectious Diseases 

■ Member. Infieclibus Disease Sub-SpeclaityCommRlee 

■ Member, Genomics innov^on Team 

■ Chair, Molecular Diagnostics Best Practices Team 

1992-1997 MRL Reference Labomiory . Cypress, CA 

AsBodato Directory MBcroblfllagy, VIreloeyy and Moteeidar 
Dlagnesties 

■ Responsible for the clinical microbiology, virology, and molecular diagnostic 
services in a reference laboratory specializing in esoteric tests. 

■ Responsible for the research, development, and validation of new procedures 
and tests. 

■ Reported to the General Manager and SOiemtlflc Director 

1995 - 1997 Health Line Clinical Laboratory Burbank. CA 

Consultant, MIcrDbiolooy 

m Establish and implement protocols Ibr routine bactertology in a laboratory 
senriclng doctor's offices. 

■ Provide consultation services on difficult cases. 

■ Perform routine bacteriology as needed (e.g., staff stiortages. vacation 
oover3ge). 

1997 Bau5ley& Associates Anaheim Hills. CA 

ConsuKantv Mfcroblology 

■ Consultant for an engineering flmi hired by insurance companies to evaluate 
claims involving a potential microbiologic etiology (e.g., sick building syndrome, 
food poisoning, etc.). 

■ Performed visual inspections of stRictures, collected environmental samples 
and performed quantitative microbiology in suspected cases of sick buUd^ 
syndrome. 

■ Performed microbbtogy serakss as raquirBd in other case scenarios (e.g., 
food poisoning cases). 

m Evaluated data and prepared wiftten reports detailing findings and 
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1986-1992 Los Robles Hospital Thousand Oaks, CA 
CUnteal LabofHtofyTochmeian 

■ Laboratoiy assistant on the nigW shffl in a 220 bed hospftal and trauma center. 

■ Performed phlebotomy in the emergency room, intensive care, neonatal 
intensive care and coronary care wards. 

■ Processed specimens and ran tests. 

■ Set-lip microbiotogy cultures 

■ Performed nightly computer operafions and quality control. 

1983 - 1986 California Amplifier, Inc. CamariDo, CA 

ManuffBcturfng Manager 

■ Director of <\flanufactur1ng, Commereial Products Division, of a higtvtech 
electronlca fimn manufoduiing microwave producte for both the mSitary and 
private sectors. 

■ Chair, Manufacturing and Safety Committees 

■ Member, Change Control. Design Review, and Material Review Boards. - 

■ Responsible for . two departmental managers (production and test), six 
supervisors, and approximately ISO employees. 

■ Other positions held include Program Manager. Production Manager, and 
Production Supervisor. 

■ Developed working knowledge of Critical Path Management and Program 
Evaluation Review Technique. 

■ Reported to the Vice President. Operations 

1 982 - 1 983 Veterans Administratkm Hospital Sepuiveda, CA 

Rasaarch Asslatant 

■ Gallbladder diseases research, using an animal model, for the investigation of 
the mechanisms of cholesteral gallstone formation following vagotomy, ileal 
resection and/or long term TPN exposure^ 

■ Perfomied minor surgeries and assisted with major surgical procedures. 

■ Performed all fluorescent and electron mk;roscopy. 

■ Studies performed in conjunction with the Department of Surgical Research. 
UCLA School of Medicine. 

Teaching 1987, 1988 UCLA Schoof of Medicine Los Angles, CA 

BKpvitonoe Teaching Assistant 

■ Responsible for teaching laboratoiy sections in Medical Bacteriology to second 
year medical students. 

1985.1987 Cafifomla Lutheran University Thousand Oaks, CA 

PaiMlma Facility, Medical Mllcroblolosy 

■ Responsible for teaching both lecture and laboratory sections of an upper 
divlsfon course In Medical Mterobiology (Biotogy 473). 
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1980 - 1983 California State Unlversily, Northridge Northridge, CA 



Vvofessloiitd 



■ 7f"9^ laboratory sections In IntroductOTy Micfotmbgy. Human Anatomy and 
Medical Mlcrobiobgy. 

American Society for Microbiology 

Southern California - American Society for Mlcrabtelogy, Pre^dent 2001- 
Present. (President Sect. 1999 - 2001) 

Member. NCCLS Suboommitfee on Qenotyping for Infectioua Disease: 
[dentlficafon and Characterizatron. October 2001 to Present 

Honors and Awanis Associate l^ember. Sigma XI. Natfona! Scientific Research Honor Society 
(1984). 

Winner. Graduate CoDoquium, Southern California - American Society for 
IVIicroblology(1983). 

Research Grant, Students Prefects Committee, California State UnlvfeisHy 
Foundatkm. Norihrfdge (1982). 



CIoniinuiiHy 
ActlvKifts 



Coaching youth flag and tackle fbotball 

Sports, reading, music, and the outdoors (camping and fishing) 



Abstracts 



Baumann, R.E. and MA Lewlnsld. Pertemiance evaluation of a semi- 
automated HIV-1 RNA assay using QIAGEN BioRobot RNA isolation and 
AMPLICOR HIV-1 MONITOR, version 1.5 detection, 102"** General 
Mc^etlng, American Society for Microbiology, Salt Lake City, Utah. May 19 
-23,2002.C-214. 



2. Exner, M.M. and M.A. Lewinski. Isolation and detecfton of Herpes 
Simplex Virus in respiratory specimens from patients using the Roche 
Magl^lA Pure and LightCycler Instruments. 102"'' General Meeting, 
American Society for Microblofogy, Salt l^ke CHy, Utah. May 19-23, 
2002. C-231. 
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3. Baumann, H. Hamdan. and MA Lewfnski. Evaluation of a COBAS 
TacjMan Hepatitis C quantitative assay. Clinical Virology Symposium 
(18*). Cteanvater Beach» Florida. April 26 - May 1 , 2001. S17. 



Duong, D., A. McCarthy. R. Prieur, M J. Rosenstraus, W. Robinson, B. 
Boyer. and M.A. Lewinsltl. Automation of the Roche CT/NG PCR assay 
for the qualitative detection of Chlamydia trachomatis and Neisseria 
gonorrhoeae from clinical specimens: a potential solution for high volume 
nucleic acid amplification testing. 10l" General Meeting. American 
Sodety for Microbtology, Oriando. Florida. May 20 -.24, 2001 . C-1 97. 

Harrington. E.R., R. NabI, and MA LewinsW. Direct Identification of 
Mycobacterium spp. from smear positive concentrates by HPLC profiles and 
INSTEP software. 101*' General Meetina American Society for MiciobiolGgy, 
Orlando, Florida. May 20 -24, 20O1. 0^5. 



6. Baumann, R.E. and M.A. Lewinski. Evaluation of semt-automated 
Hepatitis C RMA quantitative assays using Qiagen biorobot RNA Isolation 
and COBAS AMPLICOR HCV MONITOR detection. 15* Annual Meeting 
of AACC. San Diego. California. November 2000. 25. 



7. Harrington.- E.R., L. Messier, and MA Leurinski. Performance 
characteristics of the BDProbeTec'"' ET System for detection of 
Chlamydia trachomatis and Neisseria gonorrhoeae. American Society fbr 
Microbiology, 100th General Meeting, Armeies. CalHbmia, May 21- 
25, 2000. C-374. 



8. Han-lngton. E., W. Meyer, L Wardzala, and M. Lewinsld. Effect of 
temperature variation during shipment and storage on the stability of HIV 
RfsiA in plasma collected in BECTON-DICKINSON VACUTAINER® 
PPr~ tubes. ICAAC (39*). Toronto, Canada, September 26 - 29, 1999. 
1580. 

9. Popov, U.. S. Tom. M, Lewinski, and A SfentJ22a. Evaluation of PREMIER 
PLATINUM HpSA assay for the detection of Helicobacter pylori In stool 
specimens. 99th General Meeting. American Society for Microbiology, 
Chicago, Illinois. iVlay 30 • June 3, 1999. 

10. Hamdan H.. M. Cohen, B. Green, J. LeBault, D. Duong, R. Kagan. R, 
Fenwick, and M. Lewinski. Typabiiity of HlV-1 specimens received fbr HIV-1 
genotyping for daig resistance in a clinical reference laboratory. 13th Annual 
San Dtego Conference in San Diego. Califomia, November 19-21, 1998. 

11 Hamdan H.. D. Duong, R. Kagan. M, Fortlch, R. Khuu, S. Zhu, R. Fenwick, 
and M. Lewinski. Frequency of Hepatias C Virus genotypes as detennined by 
direct sequencing of the NS5b region in a clinical reference laboratory. 13th 
Annual San Diego Conferanca in San Dfego, Califomia, November 1^21. 
1998. 
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1Z Lewinski. M,, CA Miller, B. Kiasten, and 0, Armstrong. National survey of 
grepafloxadn against communtty isolates of common respiratory pathogens. 
36th Annual Mating of (he InfecSous Diseases Society of America. Denver 
CotoradOi November 12'li5. 199a. 



13. Lewinski M.. CA MilJer, B. Kasten, and D. Armstrong. Activity of 
grepafloxadn against community isolates of penicinin-resistant 
Sfreptoccccus pneumoniae. International Symposium on New 
Quinolones, Denver, Colorado, November 15-17, 1998. 



14. Lewinskj, M.A., S.K. Bnice. S.W. Peres. KA Devor and R.K. Porschen. 
HPLC identification of mycobacterial species Isolated from ' the 
MB/BacT® detectfon system. American Society for IMIcrobioiogy. 98m 
General Meeting, Atlanta. May 17-21, 1988. 



15. Meyer WA, S. Tom. L. Verano, Y. Lue, and M. Lewinsld. Stability of 
Herpes Simplex Virus in clinical specimens; Comparison of vims 
recovery from 'fresh" and "overnight-shipped" samples. PAGSV Meeting. 
Clearwater, Fiorida. April 1998. 



16. Lewfnaki. MA. 8.M. Mendoza, DA Bruckner, and D.R. Scholl. An 
evaluation of the ELVIS HSV test system modifred to detect, identify, and 
type HSV isolates from clinical specimens. ICAAC (37*). Toronto, 
Canada, September 28 - October 1, 1997. H-96 

17. Lewinski, MA, S.M. Mendoza, and R)C Porschen. Comparison of four 
immunofluorescent assays in a retrospective study for the detedidn of 
Cylomegalovinis by shell vial methodology. Clinical Virology Symposium, 
Cleanvater, Florida. April 28 - May 1. 1996. S9. 

18. Thomas, J A. R.e. Wright. MA LewinskJ, and M.G. Gofightly. Simultaneous 
detect'on of IgG and IgM antibodies to Treponema pallidum and Bomfm 
bufgdorfbrf antigens using a flow microsphere immunoassay (FMIA), V 
International Conference on Lyme Boneliosis, Arlington, Virginia, fttey 30 - 
June2.199^85. 

19. Hindler. JA., M.A Lewinski, end DA Bruckner. Rapid antimicrobial 
susceptibility tasfing of Oram negative bacilli using the MicroScanO^-W/A and 
Vitek automated systems. Abstracta of the Annual Meeting of the American 
Sode^fbrMknsbtology. C214. 

20. Hindler, JA, MA Lewinski, and DA Bruckner. Rapid automated 
susceptibiTrty testing of Enfervcoccus app. and Staphykxxxx:us spp. Abstracts 
ofthe 30" ICAAC. 1074. 

21. Lewinski, MA and N.H. Bishop. Demonstration of the binding of specific 
polyclonal {mmunoglobulin G to Treponema paUkJum, Nichols strain, by 
electron microscopy. Abstracts of the Annual Meeting of the American 
Society for Microbfotogy. 1984. 70. 
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1. Blanco. D.R., C.I. Champion. MA Lewinski, E.S. Shang. S.G. Simkins. 
J.N. Mmer, and MA LovetL 1999. Immunization with Tmponema 
pallidum outer membrane vesicles Induces high-titer oomplement- 
dependent treponemlcidal activity and aggregation of T. paitidum rare 
outer membrane proteins (TROMPs). J Immunol 163(5): 2741-6. 



2, LewinsW, MA. J.N. Miller. MA Lovett. and D.R. Blanco. 1990. 
Correlation of Immunliy in experimental syphRis witii serum-mediated 
aggregation of Treponema pallHSum rare outer membrane proteins. Infect 
Immun. 67(7): 3631-6. 



3. Lewinskl, M.A. J.N. Miller. C.I. Champion, E.M. Walker, L.A Borensteln. 
R.J. Gayek. MA Lovett, and D.R. Blanco. 1995. Treponemictdal 
antibody measured by tiie "washed-kiQingT assay correlates witii immunity 
in experimental rabbit syphilis. Sexually Transmitted Diseases 22 (1):31. 



4. Blanco, D.R., E.M. Walker, C.I. Champfon. M.A. l^lnski, M A. Lovett, GA 
Zamp^i, DA Haake, LA Borensteln, and J.N. Miller. 1990. Celtutar gnd 
molecular pathogenesis of syphilis. Ayoub, E.M.. G h, Cassefl, W.C. 
Brandie, Jr.. and TJ. Henry (eds.) m Micmbial determinants of vinjience and 
host resDonsQ. ® Amerkan Sodeiy for Microbk)k)gy, Washington DC 
Chapter 15. 

5. MuIIer, E.L, MTV. Lewinski, and H.A. PitL 1985. Action of chotecysfoklnin on 
sphincter of oddi phasic wave activfty in the prairie dog. Cun^nt Surgery 
42:128-130. 

6. MuOer. EL, MA Lewinski. and HA Pitt 1964. The choiecysto^hincter of 
oddl reflex. Journal of Surgtoal Research 36:377-383. 

7. Pitt. HA, MA Lewinski, E.L Muller. V. Porter-Fink, and L, Den Besten. 
1984. Ileal resection-induced gallstones: altered bilirubin or cholesterol 
melabolisni. Surgery 96:154-160. 



In Pk9panrtfon 1- Exner, M.M. and M.A. Lewinski. 2002. Sensitivity of multiplex real-time 
PCR reactions, using the UghtCycler and the ABI PRISM 7700 sequence 
detection system, is dependent on the concentration of the DNA 
polymerase. I^lecular and Cellular Probes. In press. 
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^' Lswmski. MA Quantilation of Cytomegalovirus: methoctologte aspects 
bwMMl LMtuTBs and dlnlcal applications. ChromaVision Medical Systems Inc San Juan 

Caplstrano, California. January 7, 1999. 



2. Uwnski. MA Laboratory testing for HIV. Northwest Fforida Laboiatoiy 
Assoclatton 1998 Convention, Pensaoola. Florida. May 7, 1998. 



3. UJwrinski, l\i A New and emerging rapid technologies in mycobacteriology. /r? 
Update in cGnlcai diagnosis of infsctious diseases. Medical Symposium 
hosted by the Cantacuzino Instrtute in Bucharest, Romania, April 20-24. 1998. 



4. l^nslci. MA. New and emerging rapid technologies in 
mycobacterioiogy. 



• CLMA, inland Empire. Bfood Bank of Riverside and San 
Bernardino Counties, May 27, 1998. 



• California State Clinical Laboratory Scientists, inland Empire 
Chapter. University of California, Riverside. March 7.1998 



• Catlfemia State Clinical Laboratory Scientisls. Riverside,. 
Califomia. January 1. 1998. 

• CAMLT Seminar Series, San Luis Obispo. CA. March 16, 1 996. 

• Califbmia Sodety for CHnlcal Labonatory Science, Burbanit, 
Califbmia. February 24, 1996. 

• Caiilbmia State Ciinicai Laboratory Scientists, Annual Meeting and 
Convention, Red Lion inn, Ontario, CA. May 3. 1996. 

• Continuing Education Lecture Series. Weslbke Medical Center, 
Westtake Viltage, CA December 19. 1994. 

• CAMLT Spring Seminar, tn Current topics In mvcobacterioloov . 
Berlin. G. and MA Lswinski. Santa Barbara, CA. Aprfl 16. 1994. 

6. Lewinskl. MA. (moderator). CDnical microbfotegy in the next miflennium. tn A 
new age for microbiology. Southern CaSfomia Branch of the American 
SootelyforMicrobiolDgy. Irvine, California. November 1997. 

6. Leunnski, MA 1995. Enteroviruses: diseases and laboratory diagnosis, tn 
Toda/a vinclogy chaltenges: respiratory viaises, enterovfruses. and CMV. 
Virology Workshop. Presented in cooperation with Chemicon international, 
Inc.. The Turnip Rose Banquet and Conference Center. December 7, 1995. 
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Laboratwy Symposium. Portiand. Or^on, Session No. 19. October 19, 1996. 

^" ^ mycoplasma infections and the 

'f.**'f!!L^""'"9 Education Program. St Vmcent 
Medical Center dmical Laboratones. August 2, 1 995. 

9. Lewinski, MA 1994. Clinical application of DNA probes Califemia 
AssociattonofBloanafystsCQoventJon. LakeTahoe, April 7 -April 10. 19^ 

^'^ii!?'^/^^.:^^';'!?' ^ °" ^" age old disease. 

Dwrtmerrt of Brok^ IWicrobiolDgy Seminar Serfes, CaBlomla State 
UrtversKy. Long Beach, October 20, 1993. 

11. LewinsW, MA. Berlin. G.. 0. Gagne, and E Desmond 199a. 
Mycototerioiogy Wortehop. California State Uitivereity, Los Angeled 
DlagnosHcs (sponsor). June 6, 1993. naray 

tfIl£SS."^ "^I*® polymerase cha^ reaction. Los Robles Regional 
Medlcdl Center, Continuing Medicaf Education Lecture Series. 

13. Lewinski. MA 1992. Practical strategies for the laboratory diagnosis of 
syphilis and Lyme borr^iosis. ASM Audloconference Series. January 28. 



Available upon request. 
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